PHASE 11l STUDY IN PATIENTS WITH POLYCY
MONO-PEGYLATED INTERFERON ALPHA-2B VERSUS HY

PROU DPV ‘ AOP ORPHAN

FOCUS ON RARE DISEASES

lNpecc-penus, Bena, 14 mapta 2017 r.

AOP Orphan Pharmaceuticals AG 3aaBnsieT o 3anycke npoueaypbl nogavun 3asaBK/ Ha
nonyyeHue permcTpaumMoHHoro ygqocrosepeHus EMA (EBponenckoro areHTcTBa
neKapcTBeHHbIX cpeacTB) Ha npenapart PonarnHtepdepoH anbda-2b gna nevyeHuns
MCTUHHOM NOSNIULIUTEMUMN:

e EMA 3anycTtnno ueHTpanuM3oBaHHYyo npoueaypy Bblgayn pernctpalmMoHHOro
yaocToBepeHus Ha npenapat PonarnHTepdepoH ansga-2b ana neyveHns UCTUHHOM
nonuumtemnn (UMM) 23 cdespansa 2017 r.

o PonarnHtepdepoH anbda-2b — 370 HOBbI MOHOMErMANPOBaHHLIN UHTEPAEPOH C
ONTUMU3NPOBAHHBLIM MHTEPBANIOM MEXAY KypcaMu fieYeHns, CoOCTaBnsaowmnm ase
Hegenu. MpenapaT umeeT cratyc opdaHHoro Ha Tepputopun Eeponbl n CLLA.

e [lpenapaTbl, pa3pabaTbiBaemble No nporpamme komnaHum AOP ansa nevenus NN,
NPOAEMOHCTPMpPOBanNu cBok apdEKTUBHOCTL, 6€30NacHOCTb, NEPEHOCUMOCTb,
yao06CTBO NPUMEHEHUSI 1 COOTBETCTBME TPpeboBaHUAM.

e PesynbTaTbl Nporpammbl 6yayT npeacTtaBneHbl Ha yTeepxxaeHue B FDA (YnpaBneHue
MO KOHTPOJO KayecTBa NULLIEBbLIX MPOAYKTOB U NekapCTBEHHbIX Npenapatos, CLUA) B
Lensix npegocTaeneHus komnannn PharmaEssentia npaea Ha peanusauuio
npenapara Ha Tepputopun CLUA.

¢ PharmaEssentia paspatboTtana PonarnHtepdepoH anbda-2b n nepegana
NCKNIOYMTENBHYIO NULIEH3MIO HA AanbHeNnLWyo AopaboTky 1 peanusaumio npenapaTos
A8 nedveHunsa muenonponudepaTMBHbIX Heonnasmm Ha peliHkax EBponel, CHIT, a
Tarke bnmwkHero n CpegHero Boctoka komnanum AOP Orphan.
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